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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment See 37 CFR 1.704(b). 

Status 

1 )£3 Responsive to communication(s) filed on 16 January 2004 , 
2a)D This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) [3 Claim(s) 26,27,29 and 31-37 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) (EI Claim(s) 26,27,29 and 31-37 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)IEI The drawing(s) filed on 31 July 2001 is/are: a)ISl accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 

3-D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, 
including the fee set forth in 37 CFR 1.17(e), was filed in this 
application after final rejection. Since this application is 
eligible for continued examination under 3 7 CFR 1.114, and the 
fee set forth in 37 CFR 1.17(e) has been timely paid, the 
finality of the previous Office action has been withdrawn 
pursuant to 37 CFR 1.114. Applicant's submission filed on 
1/16/04 has been entered. 

Status of Claims 

Claims 26-27, 29 and 31-37 are pending in the application 
and under consideration. 

Claims 1-25, 28, 30, 38-50 have been canceled. 

Oath/Declaration 
The oath or declaration is defective. A new oath or 
declaration in compliance with 37 CFR 1.67(a) identifying 
this application by application number and filing date is 
required. See MPEP §§ 602.01 and 602.02. The oath or 
declaration is defective because: it was not executed in 
accordance with either 37 CFR 1.66 or 1.68. 
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Claim Rejections - 35 USC § 112, first paragraph 

The following is a quotation of the first paragraph of 35 
U.S.C. 112: 

The specification shall contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 

Claims 26-27, 29 and 31-37 are rejected under 35 U.S.C. 
112, first paragraph, as failing to comply with the enablement 
requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one 
skilled in the art to which it pertains, or with which it is 
most nearly connected, to make and/or use the invention. 

The specification does not teach how to make and use the 
claimed method of identifying intracellular target. The 
specification provides only generalized statement but not a 
single intracellular target molecule or a target molecule when 
transfected with random peptide as contained in a presentation 
structure is enabled. It does not describe how the intracellular 
target molecule has been isolated and identified to be an 
intracellular target. As stated by applicants in the instant 
REMARKS (pp. 4-6), the specification, at page 6, line 20, 
provides only definitions as to the presentation structure or 
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grammatical equivalents. It does not enable a sequence, which, 
when fused to candidate bioactive agents, causes the candidate 
agents to assume a conf ormationally restricted form. As 
recognized by applicants, proteins interact with each other 
largely through conf ormationally constrained domains. Although 
small peptides with freely rotating amino and carboxyl termini 
can have potent functions as is known in the art, the conversion 
of such peptide structures into pharmacologic agents is 
difficult due to the inability to predict side-chain positions 
for peptidomimetic synthesis . Synthetic presentation structures, 
i.e. artificial polypeptides, are capable of presenting a 
randomized peptide as a conf ormationally-restricted domain. 
Generally such presentation structures comprise a first portion 
joined to the N- terminal end of the randomized peptide, and a 
second portion joined to the C- terminal end of the peptide, that 
is, the peptide is inserted into the presentation structure, 
although variations may be made. It does not teach how to 
increase the functional isolation of the randomized expression 
product such that the presentation structures are selected or 
designed to have minimal biologically activity when expressed in 
the target cell. Furthermore, as evident from the REMARKS, the 
specification simply outlines one method from the numerous 
methods encompassed by the broad claimed method. Moreover, the 
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broad claimed method, as applicants state may incorporate any 
amino acid residue at any position. The synthetic process can 
be designed to generate randomized nucleic acids, to allow the 
formation of all or most of the possible combinations over the 
length of the nucleic acid, thus forming a library of randomized 
candidate nucleic acids. The library may be fully randomized, 
with no sequence preferences or constants at any position or the 
library is biased. That is, some positions within the sequence 
are either held constant, or are selected from a limited number 
of possibilities. For example, the nucleotides or amino acid 
residues are randomized within a defined class, for example, of 
hydrophobic amino acids, hydrophilic residues, sterically biased 
(either small or large) residues, towards the creation of 
cysteines, for cross-linking, prolines for SH-3 domains, 
serines, threonines, tyrosines or histidines for phosphorylation 
sites, etc., or to purines, etc. 

Thus, as evident from the REMARKS, the specification 
does not teach or provide a complete disclosure of a 
method by which an intracellular target molecule has been 
identified from the cells. The determination of the 
numerous undefined and unpredictable components does not 
completely enable the claimed method. See University of 
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Rochester v. G.D. Searle & Co., 68 USPQ2d 1424 (DC WNY 
2003) . 

Claim Rejections - 35 USC § 112, second paragraph 

The following is a quotation of the second paragraph of 3 5 
U.S.C. 112: 

The specification shall conclude with one or more claims 
particularly pointing out and distinctly claiming the subject 
matter which the applicant regards as his invention. 

Claims 26-27, 29 and 31-37 are rejected under 35 

U.S.C. 112, second paragraph, as being indefinite for failing to 

particularly point out and distinctly claim the subject matter 

which applicant regards as the invention. 

1. Claim 26 is unclear for omitting essential step. The 

omitted step is the method by which the intracellular 

target molecule is identified. Step b) recites for 

screening to detect a peptide with the recited function. 

Step c) simply recites the identifying step. There seems to 

be a lack of nexus between the steps or a step has been 

omitted. The use of different terminologies "intracellular 

bioactive peptide", "randomized peptide", "a peptide" and 

"transdominatnt bioactive peptide" provides for confusion 

and ambiguity. Step b) is unclear as the step of screening 

the plurality of cells that results in a peptide with the 
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recited functions is not positively recited. This rejection 
has similar import to claim 29. Furthermore, claim 29 is 
indefinite in the recitation of the relative terms "first 
portion" and "second portion" given no structures for said 
presentation structure . 

2. Claim 27 is confusing and appears to go against the 
teachings in the disclosure and prior art. It recites step 
(e) as isolating the transdominant bioactive peptide and 
then binding with the intracellular target, especially in 
the absence of positive support in the specification. Steps 
(e) and (f) appear to have been reversed. 

3 . It is not clear how the candidate nucleic acids is 
linked to a nucleic acid encoding at least one fusion 
partner, in the absence of said manipulative, positive step 
in the base claim. 

Claim Rejections - 35 USC § 102 



The following is a quotation of the appropriate paragraphs 
of 35 U.S.C. 102 that form the basis for the rejections under 
this section made in this Office action: 

A person shall be entitled to a patent unless - 
(e) the invention was described in- 

(1) an application for patent, published under section 122(b), by another 
filed in the United States before the invention by the applicant for 
patent, except that an international application filed under the treaty 
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defined in section 351(a) shall have the effect under this subsection of a 
national application published under section 122 (b) only if the 
international application designating the United States was published under 
Article 21(2) (a) of such treaty in the English language; or 
(2) a patent granted on an application for patent by another filed in the 
United States before the invention by the applicant for patent, except that 
a patent shall not be deemed filed in the United States for the purposes of 
this subsection based on the filing of an international application filed 
under the treaty defined in section 351(a) . 

Claims 26-27, 29 and 31-37 are rejected under 35 
U.S.C. 102(e) as being anticipated by Jensen et al 
(2001/0053523) for reasons advanced in the last Office action. 

-Response to Arguments 

Applicants admit that Jensen can be available as a 
reference as of the PCT filing date of May 31, 1996. The present 
application is argued to claim priority to USSN 08/589,911 filed 
on 1/23/1996. Therefore, the Jensen reference is argued not to 
be a prior art. Applicants agree to provide a Declaration from 
Dr. Garry Nolan unequivocally asserting that any subject matter 
described in the priority application and later claimed in the 
present application was solely conceived and invented by 
himself . 

In response, the instant application name two inventors and 
not only Dr. Nolan. See the instant specification which recites 
"we". Furthermore, the priority date application does not enable 
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the instant claimed method of identifying an intracellular 
target molecule. 

Double Patenting 



The nonstatutory double patenting rejection is based on a 
judicially created doctrine grounded in public policy (a policy 
reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by 
a patent and to prevent possible harassment by multiple 
assignees. See In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 
(Fed. Cir. 1993); In re Longi , 759 F.2d 887, 225 USPQ 645 (Fed. 
Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel , 422 F.2d 438, 164 USPQ 619 (CCPA 1970) ;and, 
In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 
CFR 1.321(c) may be used to overcome an actual or provisional 
rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be 
commonly owned with this application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent 
of record may sign a terminal disclaimer. A terminal disclaimer 
signed by the assignee must fully comply with 37 CFR 3.73(b) . 

Claims 2 6-27 , 29 and 31-37 are rejected under the 

judicially created doctrine of obviousness -type double patenting 

as being unpatentable over claims 1 and 4 of U.S. Patent 

Application No. 2002/0146710 ('710 application). Although the 

conflicting claims are not identical, they are not patentably 

distinct from each other because the instant claimed method is 

encompassed by the broad process steps of the '710 U.S. and 

some steps overlap with one another. 



No claim is allowed. 
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Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to T. D. 
Wessendorf whose telephone number is (571) 272-0812. The 
examiner can normally be reached on Flexitime. 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Andrew Wang can be 
reached on (571) 2 72-0811- The fax phone number for the 
organization where this application or proceeding is assigned is 
703-872-9306. 

Information regarding the status of an application may be 
obtained from the Patent Application Information Retrieval 
(PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free) . 
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T. D. Wessendorf 
Primary Examiner 
Art Unit 1639 



